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140 x 20 x 80mm

RX Thuffc ban theo don WHO-GMP

CEFTENMAX
2@&2? .

(dudi dang Ceftibuten hydrat) 200mg

m ! Hop 1 vi x 10 vién nang cung

200cap.

Ceftibuten (as Ceftibuten hydrate) 200mg

CEFTENMAX

THANH PHAN CHINH COMPOSITION

Mbi vién nang cing chiia (Each capsule contains): Nha s&n xuat:

Ceftibuten (dui dang Ceftibuten hydrat)........200mg u:p CONG TY TNHH US PHARMA USA

Ta dwoc v.d (Excipients G.s)............. 1 vién/ 1capsule L6 B1-10, Budng D2, KCN Tay Bac Cu Chi, TP.HCM.

4

‘ Indications, contra-indications, dosage, administration, c4c thong tin
khdc: Please refer to enclosed package insert.

Storage: In a dry and cool place, below 30°C, protect from direct sunlight.

Specification: In house.

Chi dinh, chng chi dinh, li€u diing, c4ch diing, other information: Xem to

hudng dan st dung bén trong hop.

Bdo quan: Noi kho thoang, nhiét d6 dudi 30°C, tranh 4nh séng.

Tiéu chuéin: Tiéu chuén co sd.

200cap.

Dé xa tam tay tre em.

Doc ky hudng dan st dung trudc khi dung.

XVIIN3 L1430

"de200Z

SPK (Reg. No.):

S6 16 SX (Batch No.):
Ngay SX (Mfd.):

HD (Exp.):

Buigoz (1oipAY usinquyed Budp 19np) UBINQIHBD

CEFTENMAX

Keep out of reach of children.

: PHARMA USA CO., LTD
@ Tay Bac Cu Chi

Read the package insert carefully before use.
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140 x 20 x 80mm

RX Thufflc ban theo don WHO-GMP

CEFTENMAX
200cap.

Cefy] n
(dudi dang Ceftibuten hyadr 00mg

& ! Hép 2 vi x 10 vién nang cdng

200cap.

Ceftibuten (as Ceftibuten hydrate) 200mg

CEFTENMAX

THANH PHAN CHINH COMPOSITION

Mbi vién nang cing chiia (Each capsule Nha san xudt:

Ceftibuten (dudi dang Ceftibuten hydrat)........200mg @ CONG TY TNHH US PHARMA USA

Ta dugc v.d (Excipients g.s).............1 vién/ 1capsule L6 B1-10, Budng D2, KCN Tay Bac Cu Chi, TP.HCM.

XVIAINIL43O

"ded00g

6oz (10ipAY usinquyaD BUbP 10NP) UBINGIYED

Indications, contra-indications, dosage, administration, cc thong tin
khac: Please refer to enclosed package insert.

Storage: In a dry and cool place, below 30°C, protect from direct sunlight.
Specification: In house.

Chi dinh, chéing chi dinh, li€u ding, c4ch ding, other information: Xem td
hudng dén st dung bén trong hdp.

B&o quan: Noi khd thoang, nhiét do dudi 30°C, tranh &nh sang.

Tiu chuéin: Tiéu chuén co sé.

200cap.

De xa tam tay tré em.

Boc ky hudng dan su dung trudc khi dung.

SHK (Reg. No.):

S6 16 SX (Batch No.):
Ngay SX (Mfd.):

HD (Exp.):

CEFTENMAX

Keep out of reach of children.

Read the package insert carefully before use.
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140 x 30 x 80mm

RX Preffcription drug WHO-GMP ’w

CEFTENMAX
200cap.

Ceftibuten
(as Ceftibuten hydrate) 200mg

u‘ ! Box of &M 0 capsules

THANH PHAN CHINH COMPOSITION

Mbi vién nang ciing chiia (Each capsule contains):
Ceftibuten (dudi dang Ceftibuten hydrat)........200mg

Téa dugc v.d (Excipients q.s)............. 1 vién/ 1capsule

200cap.

Ceftibuten (as Ceftibuten hydrate) 200mg

EFTENMAX

f
|
|
|
|

Manufacturer: US PHARMA USA CO., LTD
Lot B1-10, D2 Street, Tay Bac Cu Chi
Industrial Zone, HCMC.

5888 ban theo don WHO-GMP
£223
200ca
p.
Ceftibuten
(dudi dang Ceftibuten hydrat) 200mg
|
\ w ’ Hép 3 vi x 10 vién nang cung
|
Sonte dications dosege, admiistaton o Hng
khdc: Please refer to enclosed package insert.
Storage: In a dry and cool place, below 30°C, protect from direct sunlight.
| | Specification: In house.
E i Chl dinh, choing chi Ginh, i dAng, c4ch ding, other information: Yem 10
‘ | hudng dén st dung bén trong hop.
| ) Bdo quan: Noi kho thoang, nhiét 6 dudi 30°C, tranh anh sang. USA
‘ | Tibu chufin: Tiéu chufn ca so. hi, TP.HCM.
135 x 74mm
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TO THONG TIN CHO BENH NHAN
(PIL)
CEFTENMAX 200 cap
“Doc ky huedng dan sir dung truce khi ding”
“Dé xa tam tay tré em”

“Théng bdo ngay cho bdc sy hodc dwgc sy nhitng tdc dung khong mong mudn gdp phdi khi sir dung
thuc” \
“Thudc nay chi dimg theo su ké don w\

gy thuoc”

Thanh phén, ham lwong ciia thude:
M&i vién nang cing chifa :
Ceftibuten (duéi dang Ceftibuten dihydrat) 200 mg

T4 dugc: Microcrystallin cellulose M101, Natri lauryl sulfat, Natri starch glycolat, Aerosil (Colloidal

silicon dioxyd), Magnesi Stearat
Mo ta san phdm: Vién nang cing

Quy cach déng géi: Hop 1 vi x 10 vién nang ciing
Ho6p 2 vi x 10 vién nang ciing
Ho6p 3 vi x 10 vién nang cing.

Thudc ding cho bénh gi:

CEFTENMAX 200 cap dudc chi dinh cho nhitng trudng hdp nhiém khuén tit nhe dén vira, giy ra bdi
nhitng vi khuin nhay cdm trong trudng hdp sau:

- Viém tai gifta: viém tai giita cAp do H. influenzae (gdm cic ching sin xuit beta-lactamase), M.
catarrhalis (gdm céc chiing sdn xuit beta-lactamase), va S. pyogenes (beta-hemolytic streptococci
nhém A).

- Viém hong va viém amidan: viém hong va viém amidan do S. pyogenes (beta-hemolytic
streptococci nhém A).

- Dgt cdp clia viém ph&€ quin min tinh do Streptococcus pneumoniae (chi cdc ching nhay cim
penicillin), Haemophilus influenzae (gébm céc chling sin xudt beta-lactamase), va Moraxella

catarrhalis (gdm céc chiing sin xuit beta-lactamase).

Nén ding thubc nay nhw thé nao va lidu lwong:

Ding dudng udng, udng nguyén vién thudc, c6 thé uéng ciing hay khong ciing bita an.

Liéu dung va thdi gian ding thudc cho titng trudng hop cu thé theo chi dinh ctia Bac si diéu tri.

Liéu dung thong thudng nhu sau:

Nguoi lon:

- Viém tai giita cap: li€u uéng 400 mg x 1 1an/ngay cho 10 ngay.

- Viém hong va viém amidan: liéu udng 400 mg x 1 1an/ngay cho 10 ngay.

- Dgt c4p cia viém phé& quan man tinh, liéu udng 400 mg x 1 1an/ngay cho 10 ngay.

Tré em:

- Viém tai giita cap tinh: + Tré em ti¥ 6 thdng tudi d&€n 11 tudi: 9mg/kg x 1 1dn/ngay cho 10 ngay.
+ Tré em > 12 tudi: 400 mg x 1 lAn/ngay cho 10 ngay.




- Viém tai giifa c6 tran dich: tré em 7 thang tudi dé€n 12 wdi: 9 mg/kg x 1 1dn/ngay cho 10 ngay, t5i da

400 mg.

- Viém hong va viém amidan: + Tré em 6 thdng tudi d&n 11 tudi: 9 mg/kg x 1 1dn/ngay cho 10 ngay.
+ Tré em > 12 tudi: 400 mg x 1 1dn/ngay cho 10 ngay.

- Dgt cdp clia viém ph&€ quén mén tinh, tré em > 12 tudi: 400 mg x 1 14n/ngdy cho 10 ngay.

Bénh nhén suy gan: khong can chinh liéu cho bénh nhan suy gan.

Bénh nhén suy thdn: Liéu cho bénh nhan suy thin

D¢ thanh thdi creatinin (mL/phiit) (%/U
> 50 9 mg/kg hodc 400 mg x 1 14n/24 giy
30-49 4,5 mg/kg hoic 200 mg x 1 1an/24 gid
5-29 2,25 mg/kg hoic 100 mg x 1 14n/24 gid

Khi nao khong nén ding thude nay:

Chéng chi dinh & bénh nhéin di @ng v4i khdng sinh nhém cephalosporin, min cdm véi penicilin hay
bAt ctt thanh phdn nio cia thudc.

Téc dung khéng mong muédn:

Céc tic dung phu do Ceftibuten thudng nhe bao gdm:

Thuong gdp, ADR > 1/100

Tiéu hod: Budn ndn, tiéu chdy, khé tiéu, nén mira, dau bung.

Than kinh trung wong: Pau diu, chéng mit.

It gap, 1/100 > ADR > 1/1000

Tiéu hod: Chdn in, tdo bén, khd miéng, khé tiéu, ¢ hoi, ddy hdi.

Hb6 hap: Khé thd, nget mili

Toan thAn: mét mdi, ngla, phat ban.

Thén kinh trung uong: Budn ngt, di cdm.

Viém 4m dao, nhi®m ndm candida, khé tiéu tién, léch lac tinh duc

Hi&m khi, c6 thé gip cic tic dung khdng mong mudn clia nhém cephalosporin bao gdm:

Phén ng di &ng, soc phan v&, hoi chitng Stevens — Johnson, r8i loan chifc ning thin, rdi loan chirc
ndng gan bao gdm ching & mat, thi€u mau bt sin, thi€u mdu tin huyét, xudt huyét, xét nghiém cho
két qua dudng tinh gid dudng ti€t niéu, gidm bach cdu, gidm toan thé huy€t cdu, mat bach ciu hat,
triéu ching viém dai trang gida mac

Nén tranh dung nhirng thudc hoic thwc phim gi khi dang sir dung thudc nay

Theophyllin: Khong c6 bing chitng cla sy tuong tdc ddng hoc v6i theophyllin dang tiém tinh mach,
anh hudng stt dung ddng thdi vdi theophyllin dang udng van chua rd.

Thudc khdng acid (antacid): Tudng tdc ddng hoc van chua rd.

Thudc khang histamin H; (ranitidine): Lam ting nong do ceftibuten.

Probenecid: probenecid c6 thé 1am tang nong d) trong mau cua ceftibuten.

Thudc tranh thai: ceftibuten c6 thé lam giam hi¢u qua cta thudc tranh thai.

Cin 1am gi khi mjt lin quén khong dung thudc:

Ubng ngay 1 liéu khi ban nhé ra minh d3 quén thudc. Nhung néu thdi gian nhé ra gan liéu k€ ti€p
(céch 2 gid) thi bd liéu dd quén va udng nhu theo thdi gian quy dinh

Cin bio quan thudc nay nhwr thé nao:



Bao quan thudc & noi kho, thoang, nhiét d6 dudi 30°C, tranh 4nh sang.

Nhimg diu hi¢u va tri¢u chirng khi diing thudc qua lidu:

Qué4 liéu ciia cdc cephalosporin c6 thé gay ra kich thich ndo din d&n co giat. Ceftibuten c6 thé duoc
loai b khoi hé tudn hoan bing chay than nhan tao (65% ndng d6 cua huyét tuong).

Nhirng diéu cin than trong khi dung thudc nay:

Ciing nht c4c khdng sinh phd rong khdc, viéc diéu tri 1au ngdy véi ceftibuten c6 thé gy phdt sinh
cdc vi khudn dé khdng thudc. Cin theo ddi bénh nhén chit ch&, néu c¢6 hién tudng tdi nhiém trong
lic diéu tri cAn phdi d6i sang khang sinh khéc thich hdp.

Tiéu chdy va viém dai trang lién quan d&n Clostridium difficile: c6 th€ xuat hién va phat trién qué
mifc clia cdc vi khudn khong nhay cdm (vi du nhv Enterobacter, Pseudomonas, Enterococci, Candida)
v6i viéc sit dung kéo dai. Nén c4n thin theo di bénh nhan va diéu tri thich hop nél bdi nhiém.

Phan g nhay cam: myﬁ

- Phan tmg di tmg: c6 thé xuét hién cac phan img di tng nhu may day, ngira, phat ban, s6t va 6n lanh,
tang bach cau, dau hodc viém khép, phu né, phu mach, ting huyét ap, sbc, hoi ching Steven-Johnson,
hoai tir da nhiém doc, viém da tréc vay, va sbc phan vé. Néu phan ung di tmg xuét hién, ngung sir dung
ceftibuten va sir dung liéu phap diéu trj thich hgp (nhu epinephrin, corticosteroid, duy tri thong khi va
oxy day du).

- Dj tmg chéo: M6t sb phan tmg di (mg chéo xay ra giita cephalosporin va cac beta-lactam khac, bao gdm
penicillin va cephamycin. Trudc khi bit dau diéu tri, nén xem xét c4n than cac phan tmg di ing trudc d6
vGi bat ky cephalosporin hodc penicillin.

Anh huéng cua thube 16n mot sb xét nghiém: chuwa c6 ghi nhan vé twong téc giira cac thir nghiém hoa hoc
trong phong thi nghiém véi ceftibuten. Pa ¢6 bao cdo vé phan tmg duong tinh gia ciia cac xét nghiém
Coombs trong qué trinh diéu tri vi cac cephalosporin khac. Do d6, can xac dinh phan img duong tinh
clia xét nghiém Coombs c6 thé 1a do thudc gay ra.

Vi ngudi suy than, phét tri€n c4dc ching tdc nhin gy bénh khdng nhay cdm.

Phu nit ¢6 thai: Ceftibuten khong giy qudi thai trén chudt mang thai tai liu udng t6i 400
mg/kg/ngay (khodng 8,6 1in so véi lidu sit dung trén ngudi, tinh trén mg/m*/ngay). Ceftibuten khong
gy quéi thai trén thd mang thai tai liu udng t6i 40 mg/kg/ngay (khodng 1,5 14n so véi liéu st dung
trén ngudi, tinh trén mg/m*ngay va da cho thiy khong c6 biing chitng tdc hai d&n thai nhi).

Tuy nhién, c4c cong trinh nghién ctfu chit ché trén ngudi mang thai con chua diy di. Vi cdc nghién
cifu trén stic vat khong ludn ludn tién dodn dugce ddp tng clia ngudi, nén chi dung thudc nay trén
ngudi mang thai n&u that cAn thi€t. Nguy cd trén thai ky theo FDA: mic do B

Phu nit cho con bii: Vin chua rd liéu ceftibuten c6 dugc phan bd vao sita me hay khong. Vi vdy, cin
than trong khi ding chi dinh cho phu nit dang cho con b.

Ngudi vin hanh mdy méc, tau xe: Trong mot s6 it trudng hop thudc c6 thé gy nhitc du va chéng
mit do d6 cin lvu ¥ khi 14i xe va vin hanh m4y mdc.

Khi nao cin tham vén bac s§, duoc si:

Khi gip phai nhimg tac dung khong mong mudn khi sir dung thudc va khi ding qua liéu quy dinh.
“Néu can thém thong tin xin hoi y kién bdc sy hodc dugc si”.
Han ding ciia thude: 36 thang ké tir ngay san xuat

Tén, dia chi, biéu twgng (néu co6) ciia co’ sé san xuat

| X
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US PHARMA USA

CONG TY TNHH US PHARMA USA

L6 B1 — 10, Pudng D2, Khu cong nghiép Tay Bic Ct Chi — TP. H5 Chi Minh — Viét Nam.

Moi thdc mdc va thong tin chi tiét, xin lién hé vé s6 dién thoai 08-37 908 ZM
016

Ngay xem xét sira d6i, cAp nhat lai ngi dung huéng din sir dung thude: 1 \
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34773,

R, Thuéc ban theo don

T4 dugc: Microcrystaltin
(Colloidal silicon dio
Dang bao ché: Vién nang cing

Cac dac tinh dwge lye hoc, dwge dong hoc

Duoc luc hoc:

Dugc chat chinh cia thusc CEFTENMAX 200 cap la ceftibuten. Cef%ﬁ khdng sinh nh6ém
Cephalosporin th€ hé thi II1, ¢6 hoat tinh trén nhiéu loai vi khuin Gram duong va Gram am.

Cd ché khdng khudn clia ceftibuten la thudc diét khudn theo co ché g&n véi protein dich thi€t y&u
clia thanh t&€ bao vi khuéin, din d€n sy e ché sinh téng hop thanh t& bao vi khudn.

Phd khéng khudn: Ceftibuten cling cho thdy c6 tdc dung trén nhiéu chiing vi khudn ci trén in
vitro va trén lam sang:

- Gram-duong hi€u khi: Streptococcus pneumoniae (chi céc ching nhay cdm penicillin),
Streptococcus pyogenes.

- Gram-4m hi€u khi: Haemophilus influenza (bao gbm chiing sin xuit beta-lactamase), Moraxella
catarrhalis (bao gdm chiling sdn xuit beta-lactamase).

Ceftibuten ¢6 tinh bén vitng vdi hau hét cdc beta-lactamase, nhung khong bén vitng véi su hién
dién cla cephalosporinase qua trung gian nhiém sic thé trong cdc vi khudn nhu Bacteroides,
Citrobacter, Enterobacter, Morganella, va Serratia.

Cd ch€ dé€ khdng ctda vi khudn: Giong nhu cdc beta-lactam khéc, ceftibuten khong nén st dung
cho cdc chiing d€ khdng vdi beta-lactam do co ché chung nhu gidm tinh thAm hodc thay ddi di€m
gén protein lién k€&t penicillin (PBP) vi du nhu S. pneumoniae dé khang penicillin.

Céc chiing khang thudc:

Trén in vitro, ceftibuten khong c6 tdc dung e ché cdc chiing vi khudn nhu: Acinetobacter,
Bordetella, Campylobacter, Enterobacter, Enterococcus, Flavobacterium, Hafnia, Listeria,
Pseudomonas, Staphylococcus, va Streptococcus (trit pneumoniae va pyogenes). Thudc cho thdy c6
tdc dung rat it trén hau hét cdc vi khuén ky khi, bao gdm hau hét cidc dong Bacteroides.

/
/

Dugc dong hoc:

Hdp thu: Ceftibuten nhanh chéng dudc hidp thu sau khi udng, sinh khd dung dudng udng dat
khodng 75 — 90%. O ngudi 16n, ceftibuten liéu 400 mg & dang vién nang cting c6 sinh khi dung
twong duong vdi dang hdn dich uéng. Thitc dn lAm gidm t6c dd va mitc dd hdp thu cla ceftibuten,
tuy nhién tdc dong ndy chi y€u 4nh hudng dé€n sinh kh4 dung clia ceftibuten khi ding dudi dang
hdn dich nhiéu hon, it 4nh hudng khi sit dung dudi dang vién nang. Sau khi udng liéu 400
mg/lin/ngay ceftibuten dang vién nang trong 7 ngay, ndng do dinh trung binh 17,9 mcg/mL vao
ngay tha 7.

Phén bé- Sau khi udng, ceftibuten phin phéi vao dich & ndi bi phéng, dich cudng phdi, dich tit
qua miii, nudc bot, dich tiét tai giita, dich ti€t khi quin, amidan. Khong rd liéu thudc qua nhau
thai hodc dugc phan bd vao sita. Khodng 65% thudc lién k&t v4i protein huy€t tuong.

Thdi trir: Ceftibuten hién dién trong huyét twong va trong nudc ti€u chi yéu & dang cis-
ceftibuten, khodng 10% liéu dugc chuyén ddi thinh dang trans-ceftibuten trén in vivo. Dong
phan dang trans hoat tinh thdp hon, chi vao khodng 12% so v6i dong phan dang cis.




Pdng phan dang cis- va trans-ceftibuten bai ti€t chii y&u vao nude tiéu. Khodng 56% dugc dao
thai trong nudc ti€u va 39% dao thai trong phén trong 24 gid. R
O ngudi 16n véi chitc ning than binh thudng, thdi gian bdn thai cta ceftibuten khodng 2 — 2,6 gid.
3 tré em ti¥ 6 thing tudi d€n 16 tdi, thdi gian ban thai cia ceftibuten 1a 1,9 — 2,5 gid.
O bénh nhin suy thin, nita ddi trong huyét tuong trung binh 7,1 — 22,3 gi phu thudc vao do
thanh thai creatinin.
Quy cach dong goi:
Hop 1 vi x 10 vién nang cing
Hop 2 vi x 10 vién nang cliing
Hop 3 vi x 10 vién nang cing.
Chi dinh
CEFTENMAX 200 cap dudc chi dinh cho nhitng trudng hgp nhi€ém khuén tif nhe dén vira, giy ra
bdi nhitng vi khudn nhay cdm trong trudng hgp sau: /" /!
- Viém tai giita: viém tai giita cdp do H. in_ﬂuenm céc chiing san xudt beta-lactamase), M.
catarrhalis (gdm cdc ching sdn xudt beta-lactamase), va S. pyogenes (beta-hemolytic
streptococci nhém A).
- Viém hong va viém amidan: viém hong va viém amidan do S. pyogenes (beta-hemolytic
streptococci nhom A).
- Dt cip clia viém ph€& quin man tinh do Streptococcus pneumoniae (chi cdc chiing nhay cam
penicillin), Haemophilus influenzae (gdm cdc ching san xuit beta-lactamase), va Moraxella
catarrhalis (g6m cic ching sin xudt beta-lactamase).
Liéu ding:
Liéu diing va thdi gian dung thudc cho titng trudng hgp cu thé theo chi dinh ciia Béc si diéu tri.
Liéu diing thong thudng nhu sau:
Nguoi lon:
- Viém tai giita cdp: liéu udng 400 mg x 1 lan/ngay cho 10 ngay.
- Viém hong va viém amidan: liéu uéng 400 mg x 1 lan/ngay cho 10 ngay.
- Dot c&p clia viém phé& quin man tinh, liéu udng 400 mg x 1 1an/ngay cho 10 ngay.
Tré em:
- Viém tai gifta cap tinh: + Tré em tif 6 thdng tudi d&n 11 tudi: 9mg/kg x 1 1an/ngdy cho 10 ngay.

+ Tré em > 12 tudi: 400 mg x 1 1an/ngay cho 10 ngay.
- Viém tai gifta ¢6 tran dich: tré em 7 thdng tudi dén 12 tudi: 9 mg/kg x 1 lan/ngay cho 10 ngay,
t61 da 400 mg.
- Viém hong va viém amidan: + Tré em 6 thdng tudi dén 11 tudi: 9 mg/kg x 1 lAn/ngay cho 10
ngay.

+ Tré em > 12 tudi: 400 mg x 1 1dn/ngay cho 10 ngay.

- Dot c4p clia viém ph€& quin min tinh, tré em > 12 tudi: 400 mg x 1 ldn/ngdy cho 10 ngay.
Bénh nhén suy gan: khong cin chinh liéu cho bénh nhan suy gan.
Bénh nhédn suy thdn: Liéu cho bénh nhin suy thin

Do thanh thai creatinin (mL/phit) Liéu
> 50 9 mg/kg hodc 400 mg x 1 14n/24 gid
30 - 49 4,5 mg/kg hodc 200 mg x 1 14n/24 gid
5-29 2,25 mg/kg hoic 100 mg x 1 14n/24 giy
Ciach dung:

Ding dudng udng, uéng nguyén vién thudc, cé thé udng ciing hay khong ciing bita n.




Chéng chi dinh:
Chong chi dinh & bénh nhdn di ¢ng véi khdng sinh nhém cephalosporin, min cdm véi penicilin
hay b4t cif thanh phin ndo cia thudc.

Cic trueomg hop thin trong khi ding thudc:

Ciing nhu c4c khdng sinh phd rong khédc, viéc diéu tri 1au ngay vdi ceftibuten c6 thé gay phat
sinh cdc vi khudn dé khdng thudc. Cin theo di b&énh nhin chit ch&, néu ¢6 hién tugng tdi nhiém
trong lic diéu tri cAn phai d6i sang khang sinh khac thich hop.

Tiéu chdy va viém dai tring lién quan dén Clostridium difficile: ¢6 thé xut hién va phat trién
qui mifc clia cdc vi khudn khong nhay cdm (vi du nhv Enterobacter, Pseudomonas, Enterococci,
Candida) véi viéc st dung kéo dai. Nén cin thin theo ddi bénh nhin va diéu tri thich hdp né€u
boi nhiém.

Phan Ung nhay cam:
- Phan tng di img: ¢6 thé xuét hién cac phan tng di ing nhu may day, ngu 4t ban, st va 6n
lanh, tang bach cdu, dau hodc viém khdp, phi né, phu mach, tang ap, sdc, hoi chimg
Steven-Johnson, hoai tir da nhiém doc, viém da troc vay, va sdc phan vé. Néu phan tng di tng
xuét hién, ngung sir dung ceftibuten va sir dung liéu phap diéu tri thich hop (nhu epinephrin,
corticosteroid, duy tri thong khi va oxy day du).

- Di g chéo: Mot s6 phan tng di ing chéo xay ra giira cephalosporin va céc beta-lactam khéc,
bao gdm penicillin va cephamycin. Trudc khi bit dau didu tri, nén xem xét cin than cac phan
g di tmg trudc d6 véi bat ky cephalosporin hodc penicillin.

Anh huéng cua thude 1én mot s6 xét nghiém: chua c6 ghi nhan vé twong tac giita cac thir nghiém
hoa hoc trong phong thi nghiém véi ceftibuten. Pa c6 bdo céo vé phan tng duong tinh gia cua
cac xét nghiém Coombs trong qua trinh diéu tri véi cac cephalosporin khac. Do d6, can xé4c dinh
phan (mg duong tinh ctia xét nghiém Coombs c6 thé 1a do thudc gy ra.

V&i ngudi suy than, phat tri€n cdc ching tdc nhin gy bénh khong nhay cam.

Phu nit ¢6 thai: Ceftibuten khong gdy qudi thai trén chudt mang thai tai liéu udng t6i 400
mg/kg/ngiy (khodng 8,6 1dn so véi liéu st dung trén ngudi, tinh trén mg/m*/ngay). Ceftibuten
khong gy qudi thai trén thd mang thai tai liéu uéng t6i 40 mg/kg/ngay (khodng 1,5 1an so vdi
lidu st dung trén ngudi, tinh trén mg/m?*/ngay va di cho thi'y khong c¢6 bing chitng tdc hai dén
thai nhi).

Tuy nhién, cdc cong trinh nghién ciu chit ché trén ngudi mang thai con chua day dd. Vi cdc
nghién cttu trén stic vat khong ludn ludn tién dodn dugc ddp ng clia ngudi, nén chi dung thudc
ndy trén ngudi mang thai n€u thit cin thi€t. Nguy cd trén thai ky theo FDA: mic d6 B

Phu nit cho con bii: Vin chua rd lidu ceftibuten ¢6 duge phan bd vao sita me hay khong. Vi vy, -
cAn thin trong khi dung chi dinh cho phu nit dang cho con bu.

chéng mit do dé cin luu ¥ khi 14i xe va van hanh mdy méc.

Twong tac ciia thude véi cac thude khic va cic loai twong tac khac:

Theophyllin: Khong c6 bing ching clia sy twong tic dong hoc véi theophyllin dang tiém tinh <
mach, dnh hudng sit dung dong thdi v6i theophyllin dang udng van chua rd. H0C
Thudc khdng acid (antacid): Tuong tdc dong hoc vin chua rd.

Thudc khdng histamin H, (ranitidine): Lam tang ndng do ceftibuten.

Probenecid: Probenecid c6 thé lam ting ndng do trong méau cua ceftibuten.

Thudc tranh thai: Ceftibuten c¢6 thé 1am giam hiéu qua cta thudc tranh thai.

Téac dung khéng mong muén:

Céc tdc dung phu do Ceftibuten thudng nhe bao gom:



Thuong gdp, ADR > 1/100

Tiéu hod: Budn ndn, tiéu chdy, khé tiéu, ndbn mita, dau bung.

Thén kinh trung uong: Pau dau, chéng mit.

It gap, 1/100 > ADR > 1/1000

Tiéu hod: Chdn an, tdo bon, khé mi€ng, khé ti€u, ¢ hoi, dﬁy hai.

H6 hap: Khé thd, nget miii

Toan thin: mét moi, nglra, phét ban.

Than kinh trung ucng: ’BuSn ngt, di cdm.

Viém am dao, nhiém nam candida, kh¢ tiéu tién, léch lac tinh duc

Hi€m khi, c¢6 thé gip cdc tic dung khong mong mudn clia nhém cephalosporin bao gém:

Phdn ¢ng di ¢ng, sdc phén vé, hoi chitng Stevens — Johnson, rdi loan chifc ning thin, r6i loan
chitc ning gan bao gdm chitng & mat, thi€u mdu bat sin, thi€u mdu tdn huyét, xuit huyet xét
nghiém cho két qua duong tinh gid dudng ti€t niéu, gidm bach ciu, gidm toan thé huyé&t cdu, mat
bach cau hat, triéu chitng viém dai trang gid mac

Huéng din cdch xit tri ADR
N&u qud min x4y ra, nén ngirng thudc, trdng hgp qud méin nidng, can di€u tri hd trg (dung
epinephrine, oxygen, khang histamin, corticosteroid).

Tiéu chay do C. difficile va viém dai tring mang gid, n€u nhe chi can ngirng thudc. Vi cdc
trudng hop vira va ning cin truyén dich, dién gidi, b8 sung protein va diéu tri bing metronidazol.
Qua liéu va cach xir tri:

Qué li€u clia céc cephalosporin c6 thé gy ra kich thich nio dan dén co gidt. Ceftibuten co thé
dugc loai bo khoi h¢ tuan hoan bang chay than nhan tao (65% nong dd ctia huyét tuong).

D4u hiéu cin Iuu § va khuyé&n céo:
Doc k§ huong din si dung trudc khi ding. Néu cdn biét thém thong tin, xin hdi y kién bdc si.
Thud'c nay chi dung theo su ké don ciia thdy thudc.
Thong bdo cho bdc st nhitng tdc dung khong mong mudn gdp phdi khi sit dung thudc.
Dé thudc xa tam tay tré em
Piéu kién bio quan:
Bédo quan thudc & noi khé thodng, nhiét d6 dusi 30°C, trdnh 4nh sdng.
Han ding ciia thube: 36 thing ké tir ngay san xuat.
T§n, dia chi ciia co' s& san xuat:
CONG TY TNHH US PHARMA USA
L6 B1 - 10, Buong D2, Khu cong nghi¢p Tay Béc Cti Chi — TP. H6 Chi Minh — Viét Nam.
Moi thic mdc va thong tin chi tiét, xin lién hé soé dién thoai 028-3 7908860
Ngay xem xét sira dbi, cap nhat lai ngi dung hwéng din sir dung thude: 27.09.2017
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